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1. This written opinion is the first (first, etc.) drawn by this International Preliminary Examining Authority. 

2. This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 



Lack of unity of invention 

Reasoned statement under Rule 66.2 (a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 



The applicant is hereby invited to reply to this opinion. 
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WRITTEN OPINION 



International application No. 
PCT/US02/1 1025 



1. Basis of the opinion 



1 . With regard to the elements of the international application:* 

^ the international application as originally filed 

[>^1 the description: 

pages 1-54 , as originally tiled 



pages NONE 



pages NONE 



filed with the demand 
, filed with the letter of 



the claims: 
pages 55-68 



pages NONE 



pages NONE 



pages NONE 



as originally filed 

as amended (together with any statement) under Article 19 

filed with the demand 
, filed with the letter of 



the drawings: 
pages 1-68 



pages NONE 



pages NONE 



as originally filed 
_, filed with the demand 
, filed with the letter of 



| | the sequence listing part of the description: 
pages NONE r as originally filed 



pages NONE 



pages NONE 



_, filed with the demand 
, filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 
| | the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the written 
opinion was drawn on the basis of the sequence listing: 

1 1 contained in the international application in printed form. 

| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

| | The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
[ | The statement that the information recorded in computer readable form is identical to the written sequence listing 

has been furnished. 

4. Q^] The amendments have resulted in the cancellation of: 

|~1 the description, pages NONE 

| | the claims, Nos. NONE 

I | the drawings, sheets/fig NONE 

5. 1 | This opinion has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in 
this opinion as "originally filed. " 
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V. Reasoned statement under Rule 66.2(a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. STATEMENT 



Novelty (N) Claims \-2\ YES 

Claims NONE ; NO 

Inventive Step (IS) Claims NONE YES 

Claims 1-21 ■ NO 

Industrial Applicability (IA) Claims L21 YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-21 meet the criteria set out in PCT Article 33(2). because the prior art does not teach expressly the method herein claimed. 
Claims 1-21 meet the criteria set out in PCT Article 33(4), and thus have industrial applicability because the subject matter claimed 
can be made or used in industry. 

Claim 1-21 lack an inventive step under PCT Article 33(3) as being obvious over Klunk (WO 99/24394) and Cai et al. (WO 
96/02250) in view of Klunk et al. and Huang et al. 

Klunk et at (WO 99/24394) teaches a method of treating various diseases associated with amyloid deposits comprising 
administering to a subject in need thereof an amyloid binding agents. The diseases including Huntington diseases. The amyloid 
binding agents includes analogues of Congo red. See, particularly, the claims, especially, claim 18. Cai et al. teaches method of 
treating Huntington disease by using haloperidol. See the abstract, 

Klunk et al. or Cai et al. does not teach expressly to employ Congo red as the amyloid binding agents. However, Klunk et 
al. teaches that Congo red and the Congo red analogues employed in '178 are known to be similarly useful as amyloid binding agents 
for reducing toxicity. See. the abstract. Huang et al. teaches that Congo red binding to the amyloid from Huntington diseases which 
have expanded polyglutamine segment. See the abstract. 

Therefore, it would have been prima facie obvious to a person of ordinary skill in the art, at the time the claimed the 
invention was made, to employ Congo red for treating a subject with Huntington disease. 

A person of ordinary skill in the an would have been motivated to employ Congo red for treating a subject with Huntington 
disease because Congo red is known to be useful as amyloid binding agent, and particularly for binding to amyloid in Huntington 
disease. As to claim 3. note since Congo red is known to effectively binding to amyloid from Huntington disease, one of ordinary 
skill in the an would have been motivated to employ Congo read for treating Huntington disease or diseases with similar amyloids to 
the amyloid found in Huntington disease. Note employment of Congo red or haloperidol for treating Huntington disease would 
inherently decrease the cell death or toxicity, or decrease aggregation of expanded polyglutamine repeat. 



NEW CITATIONS 

WO 99/24394 (KLUNK et al) 20 MAY 1999. see the claims. 
WO 96/02250 (CAI et al) 1 FEBRUARY 1996. see the abstract. 

KLUNK et al. Chrysamine-G, a lipophilic analogue of Congo red. inhibits Abeta-induced toxicity in PC 12 cells, Life Sciences, 1998, 
vol. 63. No. 20, pages 1807-1814, see. particularly, the abstract. 

Database Medline (Charlestown Massachusetts, USA) Accession No. 1999338865, Amyloid formation by mutant huntingtin: 
threshold, progressivity and recruitment of normal polyglutamine protein. Somatic Cell and Molecular Genetics, HUANG et al, 1998, 
vol. 24, No. 4, pages 217-233, Medline Abstract. 
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Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



TIME LIMIT: 

The time limit set for response to a Written Opinion may not be extended. 37 CFR 1.484(d). Any response received after the 
expiration of the time limit set in the Written Opinion will not be considered in preparing the International Preliminary Examination 
Report. 
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